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Food and Drug Adminiabah

February 9, 1998
Kansaa City Oistnct Offka
11630 Wastmttl Stroat
PO.60X 1S90s
Larm)w Kansaa 8828S-5S0S

WiIIiam Lichtenberger
Chief Executive Officer
Praxair, Inc.
39 (M Ridgebury Road
Danbury, CT 06810

Ref.# - KAN-98-009

Dear Mr. Lichtenberger:

lkiaplmm: (913)752-21~

..

During an inspection of your Praxair medicd gas manufacturingfacili~, located at 6701 St.
John Avenue, Kansas City, Missouri, conductedon January 12 through 16, 1998, Food and
Drug Administration Investigators horn this office documenteddeviations fkomthe Current
Good Manufacturing Practice (CGMP) Regulations(’Me 21, Qk of F~ .
Part 211). These deviations cause your firm’s OxygenUSP and Nitrogen NF to be adt&&d
within the meaning of Section 501(a)(2)(B)of the FederaI Food, Drug, and Cosmetic Act
(Act).

Significant CGMP deviations include, but are not Iimited to the folIowing:

Failure to provide documentationfor the computer system used to control the
production and release of OxygenUSP and Nitrogen NF, to show it has been
validated on site [21 CFR 211.68].

.

Failure to estabiish that the test procedures used to determine the strength and
identity of Oxygen USP and Nitrogen NF wiIl provide test resuhs that are
equivaknt or superior to the official test procedure [21 CFR211. 165(e)].

You arc using the Semomex Xentra 4100 AnaIyzer for Oxygen
USP, and the Tekdyne 3161L4XTrace Oxygen Analyzer for
Nitrogen NF, both of which are unrecognizednon-USP/~
testing methodologies.
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< C!ERTIFIED/RETURN RECEIPT MQUESTED:

FaiIure to provide adquate documentationthat the Oxygenbeing used as a
calibration gas is a certified standard [21 CFR211. lo].
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At the conclusion of the inspectionForm FDA 483, kpectioti Obsetiom, was prqe,
issued to and discussed with Mr. Gaykn W. FridelI, Production Team Leader. A copy of m
foma is inc!uded for your information.

The above identified deviations is not intended to be an aIM.nclusivelist of deficiencim at the
Kansas City, Missouri facility. It is your responsibility to ensure that W of your facilitim
adhere to each requirement of the Act andregulations. FederaIagencies are advised of the
issuance of aI1Warning Letters about drugs so that they may take this information into acc~
when considering the award of contracts. You should take prompt action to correct these
deviatiom. Failure to promptly correct these deviations may restdt in regtdatory action
without fixrthernotice. Such actions may include seizure and/or injunction.

You should notify this office in writing within *en (15) working days of receipt of this
letter of the specific steps that are being taken to correct the noted violations and to prevent
their recmence. If corrective action cannot be completed within 15 working days, state the
reason for the deky and the time within which the corrections WI be completed.

Your reply shou~dbe sent to Clarence R. Pendleton, ComplianceOfficer, at the above
address.

Sincerely,
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. %!Jlii.ijEr--
KansasCi~ District

Enclosure - Form FDA 483
cc: June A. Anderson, Plant Manager

Praxair, Inc.!... “~6701St. Job Avenue
Kansas Citv. MO (M12s -----
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